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DETAILED ACTION 

Election/Restrictions 

Applicant's reply filed 10/22/2010 and supplemental response filed 10/25/2010 is 
acknowledged. 

Applicant's election with traverse of Group I with traverse is acknowledged. The 
traversal is on the ground(s) that Lorenzo-Lamosa et al (Journal of Controlled Release, 
1 998) does not teach all the limitations of claim 33 as now amended. This is not found 
persuasive because, although Applicant has successfully amended the claim language 
around Lorenzo-Lamosa et al, the claimed invention still lacks a special technical 
feature. The common technical feature of the invention is a rapidly disintegrating oral 
controlled release pharmaceutical composition comprising at least one active ingredient, 
and a polymer system comprising of at least two polymers wherein at least one polymer 
is an acid insoluble methacrylic acid polymer and the other is a bioadhesive 
polycarbophil polymer, which retard the release of the active ingredient in the stomach 
while providing rapid release of the active ingredient in the pH above 5.5, optionally with 
other pharmaceutically acceptable excipients. This common technical feature cannot 
be a special technical feature, however, because it is not new. See claim rejections 
under 35 U.S.C. 103(a) given below. 

The requirement is still deemed proper and is therefore made FINAL. 
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Claim Objections 

Claim 33 is objected to because of the following informalities: The phrase "...a 
polymer system comprising of at least two polymers..." is grammatically incorrect. The 
phrase should either read "...a polymer system comprising at least two polymers..." or 
"...a polymer system comprised of at least two polymers..." Furthermore, there is an 
underline between "wherein" and "at" in line 3. This appears to be a mistake. 
Appropriate correction is required. 



Claim Rejections - 35 USC § 112, Second Paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 36-38 and 47 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Regarding claim 36, the recitation of derivative renders the claim indefinite. The 
recitation of "derivative" is indefinite because it is unclear how far removed the 
derivative can be from the parent compound with the derivative being an entirely 
different compound. 

Regarding claim 37-38, these claims depend from claim 33. Claim 33 recites "a 
polymer system comprising of at least two polymers where at least one polymer is an 
acid insoluble methacrylic acid polymer and the other is a bioadhesive polymer". Claim 
37 recites "wherein the polymer system comprises polymers selected from the group 
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consisting of..." and then recites polymers which include methacrylic acid polymer and 
polycarbophil in addition to other polymers. As methacrylic acid polymers and 
polycarbophil are required components of claim 33, it is unclear how in claim 37 they 
can be chosen from a list of other polymers. It is unclear if the polymers disclosed in 
claim 37 are meant to be in addition to the required polymers of claim 33 (methacrylic 
acid polymer and polycarbophil) or instead of them. Claim 38 recites "...wherein the 
acid insoluble polymer is selected from..." and then recites methacrylic acid polymer 
among other options. As claim 33 requires the acid insoluble polymer to be methacrylic 
acid polymer, it is unclear how claim 38 could give further options for what the acid 
insoluble polymer can be. Are the polymers in claim 38 meant to be further acid 
insoluble polymers added in addition to the methacrylic acid polymer of claim 33? 

Regarding claim 47, the phrase "wherein the ratio of methacrylic acid and 
polycarbophil is 10:1 to 1:10 by weight of the composition" is unclear. Does this phrase 
mean the ratio of methacrylic acid to polycarbophil is 10:1 to 1:10 by weight? Such a 
reading is logical, except the recitation "by weight of the composition" implies that the 
total composition is part of the ratio. Does the above phrase then mean that the 
combined weight of methacrylic acid and polycarbophil to the total composition is 10:1 
to 1 :10? This reading is consistent with the phrase, but is illogical because the parts of 
a total composition cannot weigh more than the total composition itself. If Applicant is 
intending to claim that the weight ratio of methacrylic acid polymer to polycarbophil is 
10:1 to 1 :10, the Examiner recommends reciting "...wherein the weight ratio of 
methacrylic acid polymer to polycarbophil is 10:1 to 1 :10." or similar language. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 33, 35, 37-38, and 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,614,222 ('222). '222 discloses a rapidly disintegrating oral 
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controlled release pharmaceutical composition comprising amoxicillin trihydrate and a 
matrix material present in a core, wherein the core is coated with an enteric polymer. 
The matrix material may be a bioadhesive polycarbophil polymer (col 5, line 15) and the 
enteric polymer may be Eudragit L-100 (an acid insoluble methacrylic acid polymer) (col 
5, line 57). The enteric coating may be 30% (col 6, line 15). The polymer system 
retards the release of the active ingredient in the stomach while providing rapid release 
in pH ranges above 5.5 (col 5, lines 22-32). Other pharmaceutical^ acceptable 
excipients may also be present (examples). 

'222 fails to disclose a specific combination of bioadhesive polycarbophil polymer 
and Eudragit L-100. 

It would have been obvious to one of ordinary skill in the art at the time the 
instant invention was made to prepare a composition according to '222 with bioadhesive 
polycarbophil polymer as the matrix material and Eudragit L-100 as the enteric coating 
material. The rationale for this is that '222 teaches that bioadhesive polycarbophil 
polymer may be the matrix material and Eudragit L-100 may be the enteric coating 
material, and accordingly this combination is one of the possible combinations 
suggested by '222. It would have been further obvious to find the weight ratio of 
methacrylic acid polymer to polycarbophil of 10:1 to 1:10, through routine 
experimentation, to optimize the release of the drug. '222 gives sufficient guidance to 
this end, as it teaches the enteric coating may be 30% of the composition, which implies 
that the remaining 70% is the matrix material and drug (or 30 methacrylic acid polymer 
to -70 polycarbophil, which is equivalent to 1 :~2.3). "'[W]here the general conditions of 
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a claim are disclosed in the prior art, it is not inventive to discover the optimum or 
workable ranges by routine experimentation.' In re Aller, 220 F.2d 454, 456, 105 USPQ 
233, 235 (CCPA 1955)" MPEP § 2144.05, II. 

Claims 33, 35-38, and 47 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over US 5,614,222 ('222) in view of US 6979735 (735). The relevant 
portions of '222 are given above. 

'222 fails to disclose adding a second active ingredient listed in instant claim 36. 

'735 teaches that clavulanic acid is often added to beta-lactam antibiotics, such 
as amoxicillin, to enhance the effectiveness of the drug (col 1 , lines 1 1 -29). 

It would have been obvious to one of ordinary skill in the art at the time the 
instant invention was made to add clavulanic acid to the composition of '222 to improve 
the anti-microbial effectiveness of amoxicillin. It is common in the pharmaceutical arts 
to add beta-lactamase inhibitors, such as clavulanic acid, to beta-lactam antibiotics, 
such as amoxicillin, because the beta lactamase inhibitors inhibit the microbe's beta- 
lactamases (i.e., the inhibitor hinders the microbe's resistance to the drug). Thus, it 
would be obvious to add clavulanic acid to the composition of '222 to enhance the 
effectiveness of amoxicillin. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PAUL DICKINSON whose telephone number is 
(571)270-3499. The examiner can normally be reached on Mon-Thurs 9:00am-6:30pm. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on 571-272-0616. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Michael G. Hartley/ Paul Dickinson 

Supervisory Patent Examiner, Art Unit 1618 Examiner 

AU1618 



November 1, 2010 



